MEXXIOCYJAPCTBEHHbIV COBET MO CTAHAAPTU3ALMN, METPOJIOMMN Y CEPTUDUKALNN
(MrC)
INTERSTATE COUNCIL FOR STANDARDIZATION, METROLOGY AND CERTIFICATION
(ISC)

V rocT
MEXTOCYOAPCTBEHHDBIW
CTARLAPT IEC 60645-7—
2017
3/IEKTPOAKYCTUKA

AyanomeTpuyeckoe ob6opyagoBaHue

acTtb 7

Mpubopbl AN N3MEPEHUST peakLuun CTBO/a MO3ra,
BbI3BAHHOW C/TyXOBbIM pa3apaxeHunem

(IEC 60645-7:2009, HOT)

N3paHne ocmumnansHoe

MockBa
Poccuincknin MHCTUTYT cTaHAapTU3auumn

2023


https://www.mosexp.ru/ultrazvukovoy-kontrol-svarnyh-soedineniy

FOCT IEC 60645-7—2017

MNpepgnucnoBne

Llenn, ocHOBHble NMPUHLMNLI U 06lUMe NpaBuia NpoBeAeHUs pa6oT Mo MeXrocyaapCcTBeHHOl cTaHaap-
TU3aumm yctaHoBneHbl TOCT 1.0 «MexrocygapcTBeHHas cuctema cTaHgapTusauun. OCHOBHbIE MOMOXEHNUSI»
n FOCT 1.2 «MexrocyfapcTBeHHas cuctema ctaHgapTusauun. CTaHaapTbl MEXIocyapCcTBeHHble, npaBuna
N pEKOMEHAALMM MO MEXTOCYAapCTBEHHON cTaHgapTu3auuun. MNpaBuna paspaboTku, NPUHATUS, 06HOBNEHMS
I OTMEHBI»

CeefigHns1 O cTaHgapTe

1 NMOArOTOBJIEH Pecnyb6nnkaHCKMM roCyAapCTBEHHbIM Npeanpusatuem «KasaxCTaHCKUA WHCTUTYT
MeTpOsIornm»

2 BHECEH KoMuTeToM TEXHMYECKOro perynmpoBaHnsa U MeTposiorum MuHucTepcTsa rno MHBECTULUAM U
pa3suTuo Pecnybnukn KasaxcTtaH

3 NMPUHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHgapTu3auun, MeTposiormm 1 ceptudmkaymm no
pesynbTatam ronocosaHus B ANIC MIC (npoTtokon ot 28 cepans 2017 r. Ne 96-IM)

3a NPpUHATME MNporosiocosasin:

KpaTKoe HanMeHOoBaHMe CTpaHbl KO,D, CTpaHbl COKanJ,eHHOB HanMeHoBaHne HauuoHa/ibHOTO opraHa
no MK (UCO 3166) 004—97 no MK (UCO 3166) 004—97 no ctaHgapTusalmm
ApmeHuns AM 3A0 «HaumoHa/bHbI OpraH no cTaHaapTM3aumm
1 MeTponorun» Pecrybrivkn ApMeHns
Benapycb BY loccrangapt Pecny6nvkm Benapycb
KasaxcraH KZ locctaHaapT Pecnybnvkn KasaxctaH
Knprusus KG KblpreizctaHgapT
Poccus RU ["occTtaHgapT
Y36ekucTaH uz Y3ctaHgapT

4 Tlpuka3zom PefepasibHOro areHTCTBa No TEXHUYECKOMY PerysiMpoBaHuio 1 MeTposiorum ot 26 agekabps
2022 1. Ne 1586-CT MexrocyaapcTBeHHsblli ctaHaapT FOCT IEC 60645-7:2017 BBeAeH B AeliCTBME B KAUYeCTBe
HaumMoHanbHoro ctaHgapta Poccuiickoin ®epepaunn ¢ 1 anpens 2023 r.

5 HacTosiwuini cTaHgapT NAeHTMYEH MexayHapogHoMy cTaHaapTy IEC 60645-7:2009 «3nekTpoakyCcTu-
Ka. Aygmo-meTpuyeckoe obopyaosaHune. Yactb 7. MNpubopbl 4N N3MepeHus peakumu CTBosia MO3ra, Bbl3BaH-
HO CNyxoBbIM pasgpaxeHunem» («Electroacoustics — Audiometric equipment — Part 7: Instruments for the
measurement of auditory brainstem responses», IDT).

MexayHapoHblii cTaHAapT pa3paboTaH TexHuyeckum komuteToM IEC 29 «DneKkTpoakycTukar.

Mpn NpMMeHeHUN HacTosLEero cTtaHgapTa PeKoOMeHAYyeTCcA MCMob30Barb BMECTO CCbhIIOYHbLIX MeXAay-
HapoAHbIX CTaH4APTOB COOTBETCTBYIOLME UM MEXroCyfapCTBEHHbIE CTaHAapTbl, CBELAEHUA O KOTOPLIX Npu-
BeeHbl B LONOJIHUTE/ILHOM npunoxeHun OA

6 BBEEH BMNEPBbIE
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WHdopmauns o BBefeHUn B AelicTBMe (NpekpalieHun AeicTBUS) HACTOSWEro craHgapTa 1 nsme-
HEHWI K HEMY Ha TeppuTOpUM YKasaHHbIX Bbllle rocyfapcTB NybanKyeTCS B yKazaTenax HalMoHaNbHbIX
cTaHapToB, N3jaBaeMbiX B 3TUX rocygapcTBax, a Takke B ceTu VIHTepHeT Ha caiiTax coOOTBeTCTBY-
HOLLUX HAUVOHA/IbHbIX OPraHoB No cTaHAapTu3auuu.

B cnyyae nepecmoTpa, M3MEHEHUS UM OTMEHbl HACTOSLLEero cTaHgapTa cCooTBeTCTBYLWAas UH-
opmauns 6ygeT onybsvMkoBaHa Ha oduunanibHOM UHTeEpPHeT-caliTe MexXrocyaapcTBEHHOrO coBeTa no
cTaHjapTu3auum, MeTponorum u cepTudukauum B kKaTanore «MexrocygapcTBeHHble CTaH4apTbi»

© OdopmneHune. ®rey «MHCTUTYT cTaHgapTmusaunumn», 2023

B Poccuiickoit defepalym HacTosILMIA cTaHAAPT He MOXET 6bITb MOSTHOCTBLIO WK
YaCcTUYHO BOCMPOU3BE/EH, TUPAXMPOBAH 1 PacnpoCcTpaHeH B KauecTse ouLuanbHOro
usgaHua 6e3 paspelleHuss defepasibHOr0 areHTCTBa Mo TEXHUUYECKOMY PerympoBaHuio
1 MeTposIornn
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BBegeHune

B pesynbTtate pa3pa60TOK ANarHoCTn4ecKoro nM3mMepeHunsa cnyxa 6bIN co3naH pAan I'|p|/|6ODOB Aona oueH-
K/ BbI3BaHHbIX CJ/TyXOBbIX MOTEHUWa10B B cnyxosoﬁ CcuctemMme 4yesioBeka, I'Ipl/ll-II/IHOVI BO3HUKHOBEHNA KOTOPbIX
MoryT 6bITb aKycTnyeckne uin BI/I6paLI'VIOHHbIe CUrHasbl C pas3/INtd4HbIMN CNEeKTpasibHbIMXN U BPEMEHHbIMU Xa-
paktepucTtukamu. lMpakTnyeckoe npuMeHeHne AaHHbIX I'Ipl/l60pOB CBA3aHO C M3MEPEHNEM 3JIEKTPUYECKNX
noTeHunasioB " otaoeneHne mnx ot 3NEeKTPpUYeCkKnx CUrHasoB, BO3HUKAKLWMNX U3 UHbIX CbI/I3I/IOI'IOI'VI‘—IeCKI/IX ‘iz
NCKYCCTBEHHbIX NCTOYHUKOB.
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M E X T OCVYAAPG CTUBETHH HBDB 1 CTAHOAPT

ONEKTPOAKYCTUKA
AyanomeTtpuyeckoe obopypoBaHme
YacTb 7

Mpu6Gopbl AN N3MEPEHUST peakLun CTBOJIa MO3ra, BbI3BAHHOW C/TyXOBbIM pasfpaxeHnem

Electroacoustics.
Audiometric equipment.
Part 7. Instruments for the measurement of auditory brainstem responses

Jata BBepeHuna — 2023—04—01

1 O6nacTtb NPUMEHeHNSA

HacTosiluiA cTaHAapT ycTaHaB/IMBAET XapaKTepPUCTUKM, NoAsiexalle yKkasaHuio Npovu3BognTesiem, Tpe-
60BaHMsA K PYHKLUMOHA/IbHBIM XapakTepucTukam Ans Asyx TMNoB Npu6opoB (NprMGopbl AN CKPUHUHIA U MpK-
60pbl AN AMArHOCTUKKM), a Takke (PYHKLUMM, CBOWCTBEHHbIE NPMGOPaM AaHHbIX ABYX TUMOB.

HacTosilwuiA ctaHgapT pacnpocTpaHseTcs Ha Npuéopbl, pa3paboTaHHble A1 U3MEPEHUS C/TYXOBbIX Bbl-
3BaHHbIX NOTEHUMA/IOB OT BHYTPEHHErO yXa, C/IlyXOBOTO0 HepBa M CTBOMA O/IOBHOIO MO3ra, NPUUMHON BO3HUK-
HOBEHUSI KOTOPbIX ABASIOTCSA KPaTKOBPEMEHHble akycTUyeckume u/unu BubpaumoHHble curHanbl. HacTosiwwmii
CTaHAapT ycTaHaB/IMBAET XapaKTepuUCTUKK, Moanexallme ykasaHuto npovssoauteniem, TpeboBaHust K yHK-
LUMOHaNbHbIM XapakTepucTukam Aas AByX TUMOB NpubopoB (Mpubopbl A4S CKPUHWHTA U NpMGopbl Ana ana-
FHOCTUKKM), a Takke (DYHKLMM, CBOWCTBEHHbIE NPMGOPaM AaHHbIX ABYX TVUMOB.

Llenblo HacTosiLlero ctaHgapTa siBsieTcss ob6ecrneyeHne nocnefoBaTeslbHOCTU WU3MEHEHWIA, OCyLLecT-
B/ISSIEMbIX B CPaABHMMbIX YCMOBUAX UCMbITAHWIA C NOMOLLbI Pas/IMyHbIX MPUMOOPOB, COOTBETCTBYOLWMX TPEBO-
BaHMAM HacTosiLero ctaHaapTa. Mpubopbl, NMeLLne U3MEPUTENBHYIO YHKLMIO, OTHOCUTENBHO KOTOPbIX HE
OrOBOPEHO COOTBETCTBME [AaHHOW 06M1acTU MPUMEHEHWS, JO/KHbI COOTBETCTBOBATh NMPVMEHUMbLIM Tpe6GoBa-
HUAM. Hactosawmii cTaHfapT He pacnpoCTpaHsieTCa Ha orpaHuYyeHue paspaboTKM WM Ha BHEAPEHUE HOBbIX
CBOWCTB IM60 MHHOBAL|WIA.

MpuMeHeHne 3/1IeKTPUYECKUX CUTHAIOB [/ 0CO6bIX Lie/ieil He BXOAUT B 06/1aCTb NMPMMEHEHUsT HACTOs-
Liero ctaHgapTa.

2 HopmaTnBHbIE CCbI/IKM

B HacTosilem cTaHAapTe MCNnosib30BaHbl HOPMATMBHbBIE CChIIKM Ha clegylolme cTaHAapTsl [4na gatu-
POBaHHbIX CCbIJIOK MPUMEHSIIOT TO/IbKO YKa3aHHOEe M34aHue CCbIIOYHOro cTaHdapTa, AN HeAaTUPOBaHHbIX —
nocsiegHee magadHve (BkN4Yas BCe NU3MEHEHUS)]:

IEC 60601-1:2005, Medical electrical equipment — Part 1. General requirements for basic safety and
essential performance (3nekTpoannapatypa meguumnHckas. Yactb 1. Obwme TpeboBaHns K o6Liein 6e3onac-
HOCTU ¥ CYLLECTBEHHbIE paboune XxapakTepucTuKin)

IEC 60645-1:2012, Electroacoustics — Audiological equipment— Part 1. Pure-tone audiometers (nek-
TpoakycTuka. Ayguonormdeckoe obopygoBaHue. Yactb 1. AyanomeTpbl, paboTawolMe no mMetody 4YMCToro
TOHA)

M3paHne opuuynanbHoe
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IEC 60645-3:2007, Electroacoustics — Audiometric equipment — Part 3: Test signals of short duration
(SnekTpoakycTuka. Ayanometpuyeckas annapatypa. Yactb 3. TecToBble CUrHasIbl KOPOTKOW NPOAOMKNTENb-
HOCTW)

ISO 389 (all parts), Acoustics — Reference zero for the calibration of audiometric equipment (AkycTuka.
OnopHsbIli HyNb ANS KannbpoBKM ayanoMeTprUyeckoin annapartypbl)

ISO/IEC Guide 98-3:2008, Uncertainty of measurement — Part 3: Guide to the expression of uncertainty
in measurement (GUM:1995) (PykoBogcteo ISO/IEC 98-3. HeonpegeneHHOCTb namepeHunii. Yacte 3. Pyko-
BOZCTBO MO BblpaXXE€HUI0 HeonpeaeneHHoCcTn nsmepeHnii (GUM:1995))

3 TepMUHbI 1 onpeaeneHns

B HacTosilem cTaHfapTe NpYMEHeHbI cneaylolune TepMUHbl C COOTBETCTBYHOLUMMN ONpeaeneHnsaMu:

3.1 cnyxoBble Bbl3BaHHble noteHuuanbl CBI1 (auditory evoked potentials AEP): 3nektpuyeckue no-
TeHUMasibl, Bbi3biBAEMbI€ aKyCTUYECKOU WM BUOBPALMOHHOW CTUMYNSILMENR CNyXOBON CUCTEMbI U perucTpupy-
eMble C NOMOLLbIO 3/1EKTPOLOB.

3.2 ayANoOMeTpUSa C perncrpaymen anekTpmyeckmx otkankoB AP30 (electric response audiometry
ERA): MeTopg pernctpuposaHus CBIT.

3.3 CTBO/IOMO3roBble c/iyxoBble peakuymn CCP (auditory brainstem response ABR): MNMpomexyTouHble
CBI1, Bo3HMKatoLWMe BO BHYTPEHHEM yXe, C/TYXOBOM HEpBe W CTBOJIE TO/IOBHOrO MO3ra rnocfne CTUMY/ALMN yxa
aKyCTUYeCKUM W BUOPAUNOHHBIM KPATKOBPEMEHHbIX CUTHAU10B.

MpumeyaHue — Metopg pernctpuposaHia CCP Tawke HasblBatoT «CTBOSIOMO3roBas 3/eKTpuyeckas oTBer-
Has ayamomeTpus» (BERA).

3.4 aBTOMaTU4YecKoe onpeAesieHne CJ/lyXOBbIX CTBOJIOMO3roBbiX peakuuin AOCCP (automated
auditory brainstem response AABR): ABTOMaTnyeckoe onpegesnieHne CayxoBblX CTBOSIOMO3r0OBbIX pPeakuuii.

4 TpeboBaHuA K Npnbopam

Mo Ha/IMuMK MMHMMAa/ILHOTO Habopa 06513aTeflbHbIX (DYHKUMIA BbIAENSIOT ABa Pa3/IMYHbIX Tuna npubo-
poOB 4151 ayAMOMETPUN € permctpaumeii aNekTpuiecknx oTKANKoB (cM. Tabnuuy 1). LononHUTeNbHbIE OYHKLMM
He UCKYeHbl. [laHHble ABa Tuna BblAefieHbl Ha OCHOBaHWW MpeAnosaraemMoro OCHOBHOMO npefHasHauveHus
(Nnpnbopbl ANA AMarHOCTUKWU/KNNHUYECKME NpUbopbl 1 Npubopbl ANA CKPUHUHTA).

Ta6nuya 1— TpebosaHus K npubopam

Tvn
Xapakrepuctumka 1 2
Mpubopbl AN ANArHOCTUKM/KNNHUYECKMe MPUBOPLI AN CKOVHMHTA
npnéopsl

CuvrHan
CurHan cornacHo IEC 60645-3 X X1
Perynmpyemblii ypoBeHb CUrHana, KoH- X
TPO/b YPOBHSA
KoHTpanaTtepasibHast MackmMpoBka X2
O6paboTka curHania
MopaBneHne apTedakToB X X
Monb3oBatesibekne HaCTPOIkK yepesa- X

HeHuA

ABTOMATUYECKOE OMpEeaesieHne peak-
Ly

[NpeactaBneHvie pesynsTaros
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OKoHuaHVe Tabnmubl 1

Tvn
1 2
XapaktepucTtumka
Mpn6opbl AN AUarHoOCTUKU/KNUHNYECKNe MPMBOPLI AN CKPMHIMHTA
npméopsbl
OT06pakeHne pesybTaTtoB X

OTobpakeHne pesynbTata B hopme
«COOTBETCTBYET TpebGoBaHUsIM/HE CO- X
OTBETCTBYET TPEGOBAHMSIMY

OTOGpakeHe OLEHKM KauecTBa W3-
MepeHus

JokymeHTupoBaHue

OTo6paxeHne, BHYTpPeHHee/BHeLLHee
XpaHeHne n 3KCMopT pesyrbTatos/na- X
pameTpPOB VCMbITaHWIA

1Mpn 1CNoMbL30BaHUN MHOTO VICTbITATE/TbHOTO CUrHauTa NPOVU3BOAUTESTb AO/HKEH ONCaTb TaKo CUrHaUl.
2 Kak npaBuio, Ans KoHTpasiatepasibHOM MaCKMPOBKM UCMOMB3YeTCs curHas 6e/1oro Lyma.

5 O6LMe TexHn4eckne TpeboBaHms

5.1 Cuctema nsmepeHui

5.1.1 EpnHuybl namepeHuns

JomkHbl ucnonb3oBatbca eanHuubl CU unm nponssogHble ot eanHuy, CA. EAnHULBLI n3MepeHns 40NX-
Hbl ObITb YKa3aHbl.

5.1.2 nanasoH MN3MepeHuii

MuHMManbHble Ananal3oHbl naMmepeHuii ansa CBI gomkHbl coctaBnaTb 10 HB — 2 mMkB gns npubopos
nepsoro Tuna.

5.1.3 Pa3pellieHne no BpemeHu

PaspelueHre no BpemeHu Ans npubopoB NepBOro Tuna Ao/MKHO cocTaBnAaTk 0,1 mc wam 6onee.

MpumeyaHne — MUH/MAIBHOE Pa3peLLIEHVE MO BPEMEHY OMPEAEsISIeTCs YacToTol cGopa MHAGopMaLm npu-
6opa. Mpeaen TOYHOCTM amIIUTYbl ONPeaessSieTcs BHYTPEHHM LLYMOM.

5.2 CwucTtema curHanos

5.2.1 O6wme TpeboBaHUA

TexHuyeckme TpeboBaHMA K CUCTEME CUTHANOB NpuBeAeHbl B COOTBETCTBYIOLLMX YACTAX NYHKTOB 6, 8 u
10 IEC 60645-1 v nyHkTe 5 IEC 60645-3 C UCK/IIOYEHUSAMM, ONMUCAHHBIMU HUXE.

5.2.2 Tunbl curHanos

5.2.2.1 O6was nHdopmauus

O6uwue cBOliCTBA U BPEMEHHbIE XapaKTePUCTUKM CUrHaNoB onucaHbl B IEC 60645-3. Hble TUNbI CUrHa-
NIOB NPV HaNn4umMu onpesensarTcs Npou3BoAUTESIEM.

5.2.2.2 Mackupyowuii curHan

Mpoun3soanTenb AO/MKEH yKa3aTb XapakTepuUCTUKN YacTOTbl U YPOBHU MaCK/pYIOLLEro curHana.

5.2.2.3 YpoBHU curHana

[na npnboposB nepsoro Tuna AuvanasoH YPOBHSA C/bILLMMOCTU curHana coctasnseT ot 30 go 80 ab. Ana-
nasoH YPOBHSA curHana A8 npubopoB BTOPOro TUna ykasbiBaeTcs Mpou3BOAUTENEM.
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5.3 CucTema NpoBepKn KavecTBa UCMbITaHW

5.3.1 YcnoBusi ucnbitaHui

[omkHa npenocTaBNATbCSA BO3MOXHOCTb NPOBEPKW YC/IOBUS NPOBEAEHUS UCMbITAHWA, Hanpumep, ny-
TeM NPOBEPKM 3/IEKTPUYECKOro UMnejaHca Mexay afnekrpojamu.

Cucrtema [0O/MDKHA MMETb BO3MOXHOCTb Y/YYLIEHUA WM3HAYa/lbHOrO COOTHOLIEHWA CurHana wu wyma He
MeHee yeMm Ha 30 ob B COOTBETCTBYHOLEM YaCTOTHOM AuanasoHe, Hanpumep, nyTem ycpeHeHUs.

MpucyTcTBYET CUCTEMA NofaBneHns apTedakTos.

5.3.2 OnpepgeneHne peakumii

Mpn ncnonb3oBaHWM anropMTMa aBToOMaTUYecKoro onpegeneHuns (06s3artesibHO 419 NpUbopoB BTOPOro
TMna) ctatucTnyeckas 3Ha4YMMoCTb OLEHUBAETCA NPOU3BOAMUTENEM.

5.3.3 OueHka kavecTBa

MpousBoanTeneM [OKyMeHTUpyeTcs 3EKTUBHOCTb MWCNOMb3yeMOro MeToAa OLEHKM OCTaTOYHOro
wyma.

5.3.4 HopmaTtunBHble nokasaTtenu

HopmaTtvBHble 3Ha4YeHWss NOPOroB CAbILLMMOCTU NpMBeAeHbl B cepun ctaHgapTos 1SO 389. Mpu ucnosb-
30BaHUM VHbIX HOPMATMBHbIX NOKa3aTenel faHHble YTBEPXKAATCA U AOKYMEHTUPYHOTCA NPOU3BOAUTENEM.

5.4 TllpencraBrieHVe pe3ynbTaToB

Bca HeobxoamMMan MHOpMaumMs, OTHOCALWAACHA K CTUMYy/MaM, YC/I0BUSAM peructpauum v pesynbratam,
npuBefeHHas B Tabnvue 2, 4O/MKHA COXPaHATbLCA U 6blTb 4OCTYNHON no 3anpocy. NHdopmauns oTobpaxaeT-
cA Ha gucnnee npubopa W/Mnu B Ka4YecTBe pacnevaTku.

Ta6nuuya 2— [JOKyMEHTMPOBaHWE YC/IOBUIA, MapamMeTPoB 1 Pe3y/bTaToB WCMbITaHWI

Tun
1 2

MpuGopbI AN ANATHOCTUKN/KNUHUYECKME
prbopel ANA A MpuBOpLI AN CKPUHWHTA

npnéopsbl

YpoBeHb curHasia X
KoHTpanaTtepasibHas MacK1MpoBKa X
Ycnosust UcnbITaHUIAL X
KOﬂVI'-IeCTBOv OTK/IOHEHHBIX W MPUHA- X
ThIX 3anvcein

Mpenen nogasneHya apredhakTos X
padonyeckoe oTOOpaKeHWe MOHOMo X

pesynbTata

OTobpaxeHne pesynbtara B hopme
«COOTBETCTBYET TpebGoBaHWsIM/HE COo- X
OTBETCTBYET TPEOGOBAHUSMY

KauecTBo mcnbITaHui X

1Hanpumep, apTedakTbl, BO3HUKAIOLLME B XOAE WCTbITaHuWiA, ypoBeHb 33, UMNeAaHc MeXay S/1eKTpoaamMi.

6 [lloaTBep)xaeHMe COOTBETCTBUSA TEXHUYECKUM Tpe6OBaHI/IFIM

6.1 O6wan nHdopmauma

[ns obecneyeHnss COOTBETCTBUS Mpubopa TEXHWYECKUM TpeboBaHMsIM, NPUBEAEHHbIM B HACTOSILLIEM
cTaHgapTe, OCYLLECTB/ISOTCS cieaylowue npoueaypb!.

6.2 YnydlieHne OTHOLWEHUS curHan/wym

YnyulleHne COOTHOLEHUS curHan/wymM MUHUMYM Ha 30 AB B COOTBETCTBYIOLLEM YacTOTHOM AuanasoHe
MOATBEPXAAETCA B XOAE COOTBETCTBYIOLLEN MpoLeaypbl COMMTacHo ykasaHUsiM NPOV3BOAUTENS.

4
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B T1abnvue 3 ykasaHa MakcumasibHas AOMNycTMMas pacllMpeHHas HeonpeaeneHHoCTb U3MepeHui
I/max, paccuntaHHasa c KO3(hPULMEHTOM oxBata K =2 A5 NOMYYEHUS YPOBHA [AOBEPUTE/IbHON BeEPOAT-
HOCTW, MPMMEpPHO paBHOro 95 %, B CBSA3M C U3MEPEHUAMU AaHHOW 4YacTu cTaHgapta IEC 60645, cornacHo
ISO/IEC Guide 98-3.

MHOXeCTBO BeNNUMH |/max AaHo ANna M3MepeHuid ¢ Lenbio yTBEPXKAEHNS OCHOBHOMO Tuna.

3HaueHns pacluMpeHHOn HeonpeaeneHHOCTN M3MEepPEeHUn cornacHo Tabnuue 3 ABAAIOTCA MakcuMalsib-
HbIMW OONYCTUMbIMUW AN1S AEMOHCTpaLMM COOTBETCTBUSA TPpeboBaHUAM HacTosAWero ctaHgapta. Ecnu daktu-
yeckas pacluMpeHHas HeonpefeneHHOCTb pesynbTarta U3MepeHuii B YCNOBUAX UCNbITaTeslbHON nabopatopun
npeBbIWaeT MakCumasibHoe AoNYyCTMMOE 3HavYeHne corsiacHo Tabnvue 3, AaHHble U3MepeHns He UCMOSb3YIoT-
cA ANA AeMOHCTpauun coOTBETCTBUSA TpeboBaHUAM HacCTOosILLero ctaHgapTa.

Ta6nuua 3— 3HaueHns Umex /il OCHOBHbIX M3MepeHNi

M3mepaemas BennuvHa Homep nognyHkta Ba3oBoe 3HauyeHue L/max (k = 2)
[nanasoH n3mepeHuii 51.2 3 HB
Pa3speLlueHne no BpemeHn 51.2 0,03 mc
YpoBHW curHana 5223 1006
OTHOLLEHME cuUrHasa K Lymy 531 10 ob
Temnepatypa 7.6.3 05°%
OTtHocuTesbHaA BIaXKHOCTb 7.6.3 5%

[aBneHne BHeLLHel cpepl 7.6.3 01 «Ma

7 O6uwue TpeboBaHUs

7.1 MapkupoBka

Mpnbop mMapkupyeTcs cornacHo TpeboBaHuam 15.1 IEC 60645-1.

7.2 PykoBOoACTBO

K kaxgomy npubopy npunaraetcsa PyKoBOACTBO. B pykoBoAcCTBe Npov3BOAUTENIEM YKa3blBalOTCA BCe
XapakTepuUcTMKM cornacHo npumeHumbiM TpeboBaHuAm nognyHkta 15.2 IEC 60645-1, a Takke onucaHue
3(hbheKTUBHOCTU U AoKa3aTeNbCTBa 4/19 YTBEPXAEHUA anropuTMa CKpPUHUHIA, HanpuMmep KpuTepuu COOTBET-
CTBUA/HECOOTBETCTBUA TPeOOBAHUAM.

7.3 TpeboBaHus 6e30MNacHOCTU

7.3.1 O6wasa nHhopmauuns

Mpnbopbl 4O/MKHBI cOOTBETCTBOBaThL TpeboBaHuAM IEC no 6e3onacHocTu, ykasaHHbIM B IEC 60601-1.

7.3.2 YCTOMUYMBOCTb K 3HEpreTM4yeckMm 1 pagmoyacTOTHbIM NOAAM

B xoge vcnbiTaHuii Ha YCTOMYMBOCTb Ha MPeaMeT 3/IeKTPOMarHuTHon coemectumocTtn (3MC) B ycno-
BUAX UCNbITaHNA Ha npegmetr OMC un B pesynbtare YPoBEHb C/bILLWMOCTU HeXenaTtenbHOro 3Byka OT Kako-
ro-nn6o npeobpasoBatens He fosmkeH npesbiwaTb 80 Ab. B nognyHkTe 13.3 IEC 60645-1 yka3aHbl METOAbI
JeMOoHcTpauuy COOTBETCTBUA TpeboBaHUAM.

7.4 Bpemsa pa3orpesa

MakcumasibHoe Bpemsi pa3orpeBa ykasbiBaeTCsl NPON3BOANTENIEM U HE AO/MKHO NpeBbiWwaTb 10 MUH npw
XpaHeHun npu6opa npu KOMHaATHOW TemnepaTtype. [0 UCTEYEHUU YKA3aHHOTO BPEMEHW Pa3orpeBa, a Takke
nocnie OCyLLeCTB/IEHNUS HACTPOeK, yKa3aHHbIX NPoM3BoOANUTENEM, NPUMGOP AO/MKEH COOTBETCTBOBATb (DYHKLIMO-
Ha/lbHbIM TPE6GOBAHUSIM, YKa3aHHbIM B laHHOM cTaHaapTe.
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7.5 Bapuaumy UCTOYHMKA HaNpPsKEHUS U YC/I0BUS OKpYXatoLwein cpeabl

7.5.1 PaboTa oT ceTu

Mpy AONTOCPOYHOM OTK/IOHEHWW B NoJaBaeMOM HanpshkKeHWu WM 4yacToTe CeTWU, KOTOpoe B HanmeHee
61aronpuATHOM Ccriydyae Haxoautcs B npegenax +0 % HanpshkeHus cetv unm 5 % yacToTbl ceTu, nNpubopsbl
[OMKHbI COOTBETCTBOBATb TEXHUYECKMM TpeboBaHuAM. lMpu KpaTKOBPEMEHHOWN Bapuauuvi AVHUKN, HeraTuBHO
ckasblBawLllelica Ha paboTe npubopa, Npubop NepexoauT B PEXUM, UCKYalLWwmii npuunHeHme yuiepba umc-
NbITyeMOMY NpeaMeTYy WK NoJlyYyeHne HeBEPHbIX pe3ysbTaTos.

7.5.2 Pabota oT 6aTapeu

Mpoun3sBoanTenb AO/MKEH yKasaTb npefesibHoe 3HayeHne HanpshkeHus 6atapeu A8 COOTBETCTBUA Npu-
6opa TexHuyeckum TpeboBaHuAM. Ons MHpOpMMUpPOBaHMA onepaTopa O COOTBETCTBUWU WM HECOOTBETCTBUM
Hanps)xeHusa 6atapen 3HaYeHuo, He06XOANMOMY A/11 KOPPEKTHOIO (PYHKLMOHMPOBAHWSA, UCMO/b3YEeTCA UHAN-
KaTop COOTBETCTBYHOLLEro Tuna.

7.5.3 YcnoBus okpyxarollei cpeapbl

Mpnbopbl AOMKHBI COOTBETCTBOBATL TEXHUYECKMM TpeboBaHMAM Mpy BCeX KOMOUHALMAX 3HAYeHUl TeM-
nepatypbl B npegenax ot 15 °C go 35 °C, oTHOCUTENbHOW BNaxHocTn B npegenax ot 30 % go 90 % m aTMmoc-
oepHoro gasneHns B npegenax ot 98 go 104 kla.

8 Tekylwasa kasimbpoBka

Ons nNpu6opoB NEpBOro TUMAa Ha PErynsipHOi OCHOBE OCYLLECTBSETCS MpoBepka cnemylowmux napa-
MeTpOB:

- XapakTepucTuka curHana,

- XapakTepucTuKa CUCTEMbI 3anucu.

MpumedyaHune — KaknpaBWo, pyTUHHAs KasIMGPOBKA NPOBOAUTCA OAVH pa3 B 12 MecsLEeB.



FOCT IEC 60645-7—2017

MpunoxeHue A
(cnpaBo4HOE)

CBefeHNsA 0 COOTBETCTBMM CCbIJIOYHbIX MEXAYHapOoAHbIX CTaHO4apPTOB
MEXrocyapCTBEHHbIM CTaHAapTam

Ta6nuua JA1

O603HavyeHe N HaMMeHOBaHe COOTBETCTBYHOLLENO

O603Ha4YeHne CCbIIOYHOTO MEXAYHAPOAHOro cTaHgapTa
MEeXrocylapCTBEHHOrO CTaHaapTa

*

IEC 60601-1:2005
IEC 60645-1:2012
IEC 60645-3:2007
ISO 389 (all parts)
ISO/IEC Guide 98-3:2008

*
*
*
*

* COOTBETCTBYIOLLMIA MEXXTOCYAAPCTBEHHBIN CTAHAAPT OTCYTCTBYET. [0 €ro NpUHATVS PEKOMEHAYETCA UCMO/b30-
BaTb NEPEBOZ, Ha PYCCKWIA SI3bIK AAHHOTO MEXaYHapOAHOro cTaHaapTa.
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Bubnuorpadwusa

[1] IEC 60601-2-40(1998) Medical electrical equipment — Part 2-40: Particular requirements for the safety of
electromyographs and evoked response equipment (Annapartypa anekrpuyeckas Me-
AnupHekas. Yactb 2-40. YacTHble TpeboBaHUA K GE30MacHOCTV 3/1EKTPOMMOrpadioB 1

Np1BOPOB C BbI3BAHHON peakLmein)
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